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DETAILED ACTION 
Response to Amendment 

Receipt is acl^nowledged of applicant's amendment filed on April 30th, 2009. 
Claims 1-36 are pending and an action on the merits is as follows. 

Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl<ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

3. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

4. Claims 1-4, 7-16, 19-28 and 31-36 rejected under 35 U.S.C. 103(a) as being 
unpatentable over Saidara et al. (US 2005/0038332) in view of Shin et al. (US 
2005/0004439). 

Regarding claim 1, Saidara discloses a system configured to continuously 
receive data from blood glucose monitoring sensors (paragraph 61, line 3), the system 
configured to convert sensor data into current glucose concentration values (paragraph 
15, lines 1-6), the system configured to support fluctuating blood glucose notification 
threshold profiles (paragraph 90, lines 14-23), the profiles comprising an upper and 
lower concentration threshold function (paragraph 91, lines 1-3); the threshold functions 
comprising specific values at specific times (paragraph 119); the system configured to 
compare a current glucose concentration value with an upper and lower threshold value 
(paragraph 90, lines 14-16); the system configured to alert a user when the current 
glucose concentration value is greater than an upper threshold and lower than a lower 
threshold (paragraph 91, lines 5-13), but fails to disclose a continuously fluctuating 
threshold profile. 

However Shin, discloses the use of a continuously fluctuating threshold profile 
(paragraphs 21 and 163, the examiner notes that if the threshold can vary based upon 
the current glucose level it will continuously fluctuate along with a changing glucose 
concentration). 
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5. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify the physiological monitor of Saidara with using a continuously 
fluctuating threshold in order to provide a dynamic means for removing glucose values 
that would then produce the most accurate glucose sensor data. 

Regarding claim 13, Saidara discloses defining a fluctuating blood glucose 
notification threshold profile (paragraph 90, lines 14-23); the profile comprising an upper 
and lower concentration threshold function (paragraph 91, lines 1-3), the upper and 
lower threshold functions forming the bounds of an expected concentration range 
(paragraph 91 , lines 1-3), the threshold functions comprising specific values at specific 
times (paragraph 119); activating the threshold profile (paragraph 92); continuously 
receiving data from the monitoring sensors (paragraph 61, line 3); converting sensor 
data into current glucose concentration values paragraph 15, lines 1-6); comparing a 
current glucose concentration value with an upper and lower threshold value (paragraph 
90, lines 14-16); and alerting a user when the current glucose concentration value is 
greater than an upper threshold and lower than a lower threshold (paragraph 91, lines 
5-13), but fails to disclose the use of a continuously fluctuating threshold profile. 

However Shin, discloses the use of a continuously fluctuating threshold profile 
(paragraphs 21 and 163, the examiner notes that if the threshold can vary based upon 
the current glucose level it will continuously fluctuate along with a changing glucose 
concentration). 

6. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify the physiological monitor of Saidara with using a continuously 
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fluctuating threshold in order to provide a dynamic means for removing glucose values 
that would then produce the most accurate glucose sensor data. 

Regarding claim 25, Saidara discloses a computer readable medium comprising 
executable processor code (paragraph 68), the code comprising code for receiving data 
from continuous blood glucose monitoring sensors (paragraph 94); code for converting 
blood glucose sensor data into current blood glucose concentration values (paragraph 
94); code supporting blood glucose notification threshold profiles, the threshold profiles 
comprising (paragraph 94): an upper blood glucose concentration threshold function 
(paragraph 94) and a lower blood glucose concentration threshold function (paragraph 
94), the threshold functions comprising specific values at specific times (paragraph 
119); code for comparing a current blood glucose concentration value with a 
corresponding upper blood glucose concentration threshold value (paragraph 94); code 
for comparing a current blood glucose concentration value with a corresponding lower 
blood glucose concentration threshold value (paragraph 94); code for alerting a user 
when a current blood glucose concentration is greater than a corresponding upper 
blood glucose concentration threshold value (paragraph 91, lines 11-13 and paragraph 
94); and code for alerting a user when a current blood glucose concentration is less 
than a corresponding lower blood glucose concentration threshold value (paragraph 91, 
lines 1 1-13 and paragraph 94), but fails to disclose code supporting a continuously 
fluctuating threshold profile. 

However Shin, discloses the use of a continuously fluctuating threshold profile 
(paragraphs 21 and 163, it is inherent that if the system of Shin uses a fluctuating profile 
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its processor must have a supporting code as well, the examiner notes that if the 
threshold can vary based upon the current glucose level it will continuously fluctuate 
along with a changing glucose concentration). 

7. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify the physiological monitor of Saidara with using a continuously 
fluctuating threshold In order to provide a dynamic means for removing glucose values 
that would then produce the most accurate glucose sensor data. 

Regarding claims 2 and 14, Saidara discloses alerting a user when a rate of 
change of a current blood glucose concentration exceeds a threshold rate of change 
(paragraph 90, lines 14-23). 

Regarding claims 3, 15 and 27, Saidara discloses an alert comprising one or 
more of a visual, auditory, and tactile alert (paragraph 117, lines 13-15). 

Regarding claims 4, 16 and 28, Saidara discloses a graphical display displaying 
a graph of measured blood glucose concentration and a code supporting such (view 
figure 8B, paragraph 54). 

Regarding claim 7, 19, and 31, Saidara discloses a data store configured to 
support storage and retrieval of blood glucose data and the steps/code of/for storing 
blood glucose data in the store and retrieving the data from the store (paragraph 30, 
lines 6-20). 

Regarding claims 8, 20 and 32, Saidara discloses the data are labeled 
(paragraph 31, lines 1-10). 
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Regarding claims 9, 21, and 33, Saidara discloses allowing a user to define a 
blood glucose threshold profile by using the step of retrieving a blood glucose threshold 
profile from a data store and modifying it (paragraph 92 and 93). 

Regarding claim 10, 22, and 34, Saidara discloses allowing a user to define a 
blood glucose threshold profile by the system allowing the user to select a blood 
glucose related data item (paragraph 93). 

Regarding claims 11, 23, and 35, Saidara discloses allowing a user to define a 
blood glucose threshold profile by a method of entering numeric data defining an upper 
or lower concentration threshold (paragraph 104 and 105). 

Regarding claims 12, 24, and 36, Saidara discloses the profile is from about 1- 
12 hours (paragraph 100, lines 1-17). 

Regarding claim 26, Saidara discloses code configured to alert a user when a 
rate of change of a current blood glucose concentration exceeds a threshold rate of 
change (paragraph 94). 

8. Claims 5-6, 17-18, and 29-30 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Saidara et al. (US 2005/0038332) in view of Shin et al. (US 
2005/0004439) and further in view of Glukhovsky et al (US 7,200,253). 

Regarding claim 5 and 17 and 29, Saidara as modified by Shin discloses 
graphs of an upper and lower concentration threshold are displayed in different colors 
while a measured value is in a third color (view figure 8E, high and low regions as well 
as the black line of Saidara), and further discloses an indication using multiple colors 



Application/Control Number: 1 0/589,21 1 Page 8 

Art Unit: 3735 

(paragraph 185 of Saidara), but fails to distinctly disclose each parameter 
corresponding to a color. 

However, Glukhovsky et al. discloses marking sections (or concentration 
functions) with a color based on a threshold. 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify a graphing system similar to that of Saidara, as modified by Shin, to 
incorporate having each concentration function a specific color as taught by Glukhovsky 
in order to allow for easy viewing of the functions over time. 

Regarding claims 6, 18 and 30, Saidara discloses the first and second 
colors are the same (view figure 4A). 

Response to Arguments 

9. Applicant's arguments, see page 1 , filed April 30th, with respect to the 
rejection(s) of claim(s) 1-4, 7-16, 19-28 and 31-36 under 35 U.S.C 102(b) have been 
fully considered and are persuasive. Therefore, the rejection has been withdrawn. 
However, upon further consideration, a new ground(s) of rejection is made in view of 
Saidara and Shin as disclosed above. The failure of Saidara disclosing a continually 
fluctuating threshold has been remedied by the addition of Shin which now makes the 
arguments regarding all the independent claims and the combination of Saidara and 
Glukhovsky moot. 

Conclusion 

10. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. See US form 892-Notice of References Cited. 
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Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to MICHAEL D'ANGELO whose telephone number is (571) 
270-71 12. The examiner can normally be reached on Monday-friday 9-5 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor II can be reached on (571) 272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Robert L. Nasser Jr/ 

Primary Examiner, Art Unit 3735 

/MD/ 

Examiner, Art Unit 4185 



